
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/782,087 



02/19/2004 



22242 7590 01/23/2007 

FITCH EVEN TABIN AND FLANNERY 
120 SOUTH LA SALLE STREET 
SUITE 1600 

CHICAGO, IL 60603-3406 



Stephen T. Foley 



82391 



4761 



EXAMINER 



HOLMES, REX R 



ART UNIT 



PAPER NUMBER 



3762 



SHORTENED STATUTORY PERIOD OF RESPONSE 



MAIL DATE 



DELIVERY MODE 



3 MONTHS 01/23/2007 PAPER 

Please find below and/or attached an Office communication concerning this application or proceeding. 

If NO period for reply is specified above, the maximum statutory period will apply and will expire 6 MONTHS 
from the mailing date of this communication. 



PTOL-90A (Rev. 10/06) 



Coffin* Af*fif%n fsumman/ 


Application No. 

10/782,087 


Applicant(s) 

FOLEY, STEPHEN T. 


Examiner 

Rex Holmes 


Art Unit 

3762 





~ The MAILING DA TE of this communication appears on the cover shoot with the correspondence address « 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 11/2/06 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-34 is/are pending in the application. 

4a) Of the above claim(s) . is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [3 Claim(s) 1-34 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) [3 The drawing(s) filed on 19 February 2004 is/are: a)G3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1. D Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1 ) Notice of References Cited (PTO-892) 

2) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mail Date . 

U.S. Patent and Trademark Office — — — — 

PTOL-326 (Rev. 08-06) Office 



4) Q Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) D Notice of Informal Patent Application 

6) □ Other: . 



Summary Part of Paper No./Mail Date 200701 13 



Application/Control Number: 10/782,087 Page 2 

Art Unit: 3762 

DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments with respect to claims 1 -34 have been considered but are 
moot in view of the new ground(s) of rejection. 

2. Examiner notes the references in the specification were cited in a prior IDS filed 
with the parent application and therefore, the references will be considered. 

3. Due to Applicant's amendments to claims 1 , 4, 7-8, 1 2-1 3, 1 8-21 , 23 and 26-27, 
see Applicant's amendments, filed 1 1/02/06, the rejections of claims 1 , 4, 7-8, 12-13, 
18-21 , 23 and 26-28 under 35 U.S.C. 112 have been withdrawn. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1 -5, 7-1 0, 27 and 29-34 are rejected under 35 U .S.C. 1 03(a) as being 
anticipated by FAMILONI et al. (U.S. Pat. 5,690,691 hereinafter "CHEN") in view of 
CIGAINA (U.S. Pat. 5,423,872). 

6. FAMILONI discloses a gastric pacemaker comprising a plurality of sensing 
electrodes (Figure 1; 5), a plurality of stimulation electrodes (Figure 1; 4) contained in 
leads for coupling (Figure 1 ; 4, 5), and an implantable gastric stimulator (Figure 1 , 3). 
FAMILONI further discloses that the electrodes are positioned at different locations of 
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the stomach wall (Figure 1 ), and are controlled by an electronic controller that is 
programmable (Figure 18; 130 & Column 12, II. 33-39). 

7. FAMILONI further discloses that the sensing electrodes communicate with the 
stimulator identifying the frequency, strength and timing of the electric activity (Column 
3, II. 35-53). FAMILONI further discloses that the stimulator looks at the activity to see if 
it is a slow wave or a peristaltic wave, and based on this it stimulates the organ (Figure 
16; Column 10, II. 35-61). It also discloses that the stimulator can have multiple 
electrodes that are each individually controlled (Column 5, II. 25-30). 

8. FAMILONI also discloses a method for gastric stimulation comprising, sensing 
the intrinsic activity, determining the activity and when to apply the stimulation and then 
stimulating to disrupt gastric activity (Figure 7; Column 9, II. 1-17). 

9. FAMILONI discloses the claimed invention as discussed in detail above except 
for the stimulation of the stomach during normal activity. CIGAINA teaches that it is 
known to sense intrinsic activity in the stomach and to stimulate the stomach during 
normal/natural activity as set forth in Column 1, lines 40-59; Column 3, lines 8-20 & 40- 
51 and the Abstract, to provide a means to slow down or speed up the stomach waves 
to treat obesity or eating disorders. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the stimulation method as 
taught by FAMILONI, with a means to stimulate during normal activity as taught by 
CIGAINA, since such a modification would provide the stimulation method of FAMILONI 
with a means for providing a treatment method for obesity and/or eating disorders. 
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10. Claims 6, 1 1-26 and 30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over FAMILONI in view of CIGAINA (hereinafter "FAMILONI' ") as applied 
to claims 1 and 7 above, and further in view of GORDON (U.S. Pat. 6,892,278). 

1 1 . FAMILONI' discloses a gastrointestinal stimulation device as described in detail 
above, and further discloses that the stimulator is triggered on classified events and the 
stimulation is delivered to the stomach in the areas where the intrinsic activity was 
sensed (FAMILONI: Column 3, II. 42-45 & Column 6, II. 45-53). FAMILONI' further 
discloses that the electrodes are spaced spatially throughout the stomach (Figure 1). 
FAMILONI' further discloses that the stimulation is delivered with a temporal offset that 
can be determined by the controller, or be programmed by a user (Figure 18; 130 & 
Column 12, II. 33-39). FAMILONI' also discloses that the stimulator can be to 
accommodate for multiphase stimulation (Column 5, II. 25-30). 

12. FAMILONI' further discloses that when the output pulse is to be delivered, its 
amplitude, pulse width, frequencies, and duration can be programmed and controlled by 
the controller (Column 8, II. 5-7). FAMILONI' discloses that the pulse amplitudes, pulse 
durations, pulse periods, and relative pulse phasing among the electrodes can be 
controlled to stimulate the organ. (Column 11, II. 64-67 & Column 12, II. 1-5). However, 
FAMILONI' does not teach a power conservation condition or a way to save sensed 
data. 

13. GORDON teaches a power conservation condition that takes into account the 
time of day and in the absence of a triggering activity (Column 2, Lines 62-67 and 
Column 3, Lines 1-5). GORDON further discloses that the controller contains an internal 
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storage device and the data can be telemetered using an inductive coupling 
methodology or radio communication methodology (Column 15, Lines 1-9). (Column 
10, Lines 44-58). (Column 10, Lines 44-58). 

14. Regarding Claims 6 and 1 1-21 , It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have provided the 
gastrointestinal stimulation device of FAMILONI' with the power conservation of 
GORDON in order to increase the life of the stimulation device, increase the life of the 
battery, and to increase the overall quality of life of the patient. 

15. Regarding Claims 22 and 24, FAMILONI' disclosed the claimed invention except 
for the exact values of amplitude, pulse width, frequencies, and duration. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the values of the amplitude, pulse width, frequencies, and duration as taught 
by FAMILONI', since it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 

16. Regarding Claims 23 and 25-26, It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have provided the 
stimulation device of FAMILONI' with the power conservation of GORDON to provide a 
stimulation device with optimal stimulation and the ability to store and export the 
recorded data to an external programmer to further analyze the data with a processor 
that is more powerful than the one in the stimulator. 
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17. Regarding Claim 30, It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to have provided the gastrointestinal 
stimulation method of FAMILONI' with the activity storage method of GORDON in order 
to save the data so that it could be reviewed to review the progress of the method and 
to help improve the efficiency of the stimulation. 

1 8. Claim 28 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
FAMILONI' as applied to Claims 1 and 7 above, and further in view of GORDON or in 
view of GORDON and WERNICKE (U.S. Pat. 5,188,104). 

19. FAMILONI' discloses a gastrointestinal stimulation device as described in detail 
above using programmable amplitude and frequency that meets the intended use 
recitation of being for a nerve. However, FAMILONI' does not teach a power 
conservation condition or; alternatively stimulation of a nerve. 

20. GORDON teaches a power conservation condition that takes into account the 
time of day and in the absence of a triggering activity. (Column 10, Lines 44-58). 
However, GORDON does not teach the stimulation of a nerve. 

21 . WERNICKE discloses the stimulation of the vagus nerve for the treatment of 
eating disorders such as compulsive over-eating, bulimia, or anorexia nervosa (Column 
1 , Lines 44-56). WERNICKE furthers discloses the various ranges of parameters for 
the output waveform (Column 13, Lines 60-67). 

22. Regarding Claim 28, It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to have provided the stimulation device of 
FAMILONI' with the power conservation of GORDON and with the nerve stimulation of 
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WERNICKE to provide a stimulation device with a long lasting battery that could 
increase or decrease the digestive process by stimulating both organs and nerves. 



23. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rex Holmes whose telephone number is 571-272-8827. 
The examiner can normally be reached on M-F 8:00 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
systenrcaN 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 




George Evanisko 



Primary Examiner 



